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Dear Dr. Griflin:

Your facility was inspected on April 6, 1998, by a representative from the Food and Drug
Administration (FDA). This inspection revealed serious regulatory problems involving
mammographyperformed at your facility. Because your facility failed to respond by letter to
these deficiencies, an unannounced inspection was conducted on S6ptember 11, 1998, and
revealed the following:

Level 2 Repeat Violations:

1. Phantom image test resdts were. not recorded for 3 months.

2. Processor QC: 33% of the data points for either medium density,
or base plus fog were missing (month of September).

density difference,

3. The interpreting physician did not meet the continuing experience requkment of
having read and interpreted mammogram from an average of 40 patient
examinations per month over 24 months.

4. The radiologic technologist did not meet the continuing education requirement of
having earned 15 Continuing Education Units in mammography in a 3-year period:

Level 2 Violations:

5. The number of fibribi scored in the phantom image (3.0) did not meet the required
number (4).
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Because these violations may be symptomaticof serious underlying problems that could
wmpro@se the quality of mammographyperformed at your facility, they represent violations of

_@ law .w~ch my result in FDA taking regulatory action without fbrther notice to you. TWe
actions include, but are not limited to, placing your facility under a Directed Plan of Correction,
charging your facili~ for the cost of on-site monitoring; assessing civil money penalties up to
$10,000 for each failure to substantially comply with, or each day of failure to substantially
comply with, MQSA standards; suspensionor revocation of your facility’s FDA certificate; or
obtaining a court injunction against further mammography.

It is ~ssary for you to ~t on this matter immediately. Please explain to this office in writing
wi@ fifte4n (15) working days from the date you receive this letter:.-. .
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!%&s@cific steps YOUIWO taken tQcorrect all of the violations noted in this letteq.,..~.=............. -

Eaih sbp your facility is taking to prevent the recurrence of simihu violations;

M@P&x_s@I@ @lude @C~CW f=tom), raw test *, ~~ c~c~ated ~ re~k
w@re approprktc;
—..

%@@ &%r&”tlwt 4?monstrate proper record keeping prowdures, if the findings relate to
CIU@bWWOl OrOtherrecords. (Note: Patient names or identification should be deleted
tiorti‘iny copies submitted.)

Please submit yOUCIIXpO1’lSe to:

Food and Drug Administration
900 Madison Avenue
Baltimore, Maryland 21201
Attn: Wiley T. W]lliamson, III

Compliance Officer

Finally, you should understand that there are many FDA requirements pertaining to
mammography. This letter pertains onIy to deficiencies noted during our inspections and does
not necessarily address other obligations you may have under the law. You may obtain general
information about all of FDA’s requirements for mammography facilities by contacting the
Mammography Quality Assurance Program, Food and Drug Administration, P.O. Box 6057,
Columbia, Maryland 21045-6057 (1-800-838-7715),or through the Internet at
http:fhvww.fda.gov.

If you have any specific questions about mammography facility requirements or about the content
of this letter, please feel free to contact Elizabeth A. Laudig at (410) %2-3591, Ext. 159.

Sincerely yours,


